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DETAILED ACTION 

Claims 1-23 are presented for examination on the merits. 

Claim Rejections - 35 USC § 112 
The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 

Claims 1-23 are rejected under 35 U.S.C. 112, second paragraph, as being indefinite for 
failing to particularly point out and distinctly claim the subject matter which applicant regards as 
the invention. 

Independent claims 1 and 14 (and throughout many of the claims that depend therefrom) 
the phrase "wherein said pharmaceutical composition comprises: ... mg/kg/day" of the recited 
ingredients. However, this phrasing is unclear and confusing because an ingredient (such as the 
instantly recited "zinc cation", "cyclo-Hispro", "arachidonic acid", and "histidine") within such a 
composition cannot properly be defined by the instantly claimed measurement of "mg/kg/day". 
This type of measurement would only be applicable to defining a method in which an ingredient 
within a composition is at a concentration so as to provide a level of the ingredient with respect 
to the mg amount provided per kg (body weight) per day, but is not applicable to a direct level of 
such ingredients within a composition. Please note that the instant specification discloses this 
concept (see, e.g., paragraphs [0010]-[0012] and [0030]-[0036]) - i.e., the actual amount ranges 
of each of the recited ingredients are disclosed which correspond to providing a mg/kg/day 
amount thereof. For example, the instant specification teaches that "the amount of zinc cation 
can range from about 1 to about 100 mg, preferably about 5 to about 50 mg" [within such a 
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composition] ... For an average human weighing 70 kilograms this is equivalent to the amount of 
zinc cation ranging from about 0.01 to about 1.4 mg/kg/day, preferably about 0.07 to about 0.7 
mg/kg/day, and more preferably about 0.1 to about 0.4 mg/kg/day" (see, e.g., paragraph [0010]. 
Thus, the actual amount range of zinc cation within the instantly claimed administered 
composition would appear to actually be, e.g., within the ranges of about 1 to about 100 mg, and 
preferably about 5 to about 50 mg (so as to correspondingly provide an in vivo concentration of 
zinc cation within a 70 kg human subject equivalent to about 0.01 to about 1.4 mg/kg/day, 
preferably about 0.07 to about 0.7 mg/kg/day, and more preferably about 0.1 to about 0.4 
mg/kg/day therein). This holds true for all of the recited ingredients instantly claimed. 

Claims 10 and 21 are rendered vague and indefinite by the phrase "said treatment is also 
for hypertension and/or high cholesterol". It is unclear by this non-positively claimed phrase if 
the treated subject is actually also suffering from such conditions (in addition to being 
overweight/obese), if this is attempting to define a prophylactic treatment (e.g., to help prevent 
an overweight/obese subject from developing hypertension and/or high cholesterol), or 
something else. 

All other claims depend directly or indirectly from rejected claims and are, therefore, also 
rejected under USC 1 12, second paragraph for the reasons set forth above. 

Claim Rejections - 35 USC §103 
The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the. invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 



Application/Control Number: 10/768,200 



Art Unit: 1655 



Page 4 



Claims 1-23 are rejected under 35 U.S.C. 103(a) as being unpatentable over Hwang et al. 
(Diabetes, Obesity and Metabolism, March 2002) in view of Song (US 5,834,032). 

A method of treating an overweight or obese mammal via administering a pharmaceutical 
composition comprising mg/kg/day amount ranges (see USC 112, second paragraph above with 
respect to the unclarity of "mg/kg/day" within such a composition) of zinc (in the form of a zinc 
cation and anion - such as a zinc salt) and arachidonic acid or cyclo-Hispro is apparently 
claimed. 

Hwang et al. beneficially teach treating obese diabetic mice with a pharmaceutical 
composition comprising zinc and arachidonic acid (see entire document including Abstract and 
Discussion). Hwang et al. do not expressly teach employing a zinc salt, nor cyclo-Hispro for 
such treatment. 

Song beneficially teaches treating diabetic mice (so as to improve and/or alleviate various 
diabetic ailments) via administering pharmaceutical compositions comprising zinc salts 
(including zinc cations within the actual instantly disclosed effective mg ranges corresponding 
the instantly claimed mg/kg/day ranges), arachidonic acid (within the actual instantly disclosed 
effective mg ranges corresponding the instantly claimed mg/kg/day ranges), and/or cyclo-Hispro 
(within the actual instantly disclosed effective mg ranges), as well as histidine (within the actual 
instantly disclosed effective mg ranges corresponding the instantly claimed mg/kg/day ranges). 
Song also beneficially teaches that such pharmaceutical compositions can be given two to four 
times daily as well as within a dietary supplement (see, e.g., col 1, line 13 - col 5, line 63; col 15, 
lines 8-34; and claims). 
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It would have been obvious to one of ordinary skill in the art at the time the claimed 
invention was made to treat a diabetic subject, including an obese diabetic subject, by 
administering a pharmaceutical composition comprising result-effective amounts of zinc (in the 
form of a zinc salt having zinc cations and anions), arachidonic acid, cyclo-Hispro, and histidine 
based upon the beneficial teachings provided by the cited references, as discussed above. In 
addition, please note that it is well known that it is prima facie obvious to combine two or more 
ingredients each of which is taught by the prior art to be useful for the same purpose (to treat 
diabetes within a subject suffering therefrom including an obese diabetic subject; as well as to 
use the combination for such purpose - within a method of treatment) in order to form a third 
composition which is useful for the same purpose. The idea for combining them flows logically 
from their having been used individually in the prior art. In re Sussman, 1943 CD. 518; In re 
Pinten, 459 F.2d 1053, 173 USPQ 801 (CCPA 1972); In re Susi, 58 CCPA 1074, 1079-80; 440 
F.2d 442, 445; 169 USPQ 423, 426 (1971); In re Crockett, 47 CCPA 1018, 1020-21; 279 F.2d 
274, 276-277; 126 USPQ 186, 188 (1960). If not expressly taught by the cited references, the 
adjustment of particular conventional working conditions (e.g., determining a result-effective 
amount of one or more of the instantly claimed ingredients to use in treating an obese diabetic 
subject) is deemed merely a matter of judicious selection and routine optimization which is well 
within the purview of the skilled artisan, having the references before him/her as a guide. 
Further, with respect to the product-by-process claims concerning the cyclo-Hispro (within the 
administered composition) being obtained from soybeans via the recited process steps (see, e.g., 
instant claims 11-13), please note that "the patentability of a product does not depend upon its 
method of production. If the product in [a] product-by-process claim is the same as or obvious 
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from a product of the prior art, [then] the claim is unpatentable even though the prior [art] 
product was made by a different process." In re Thorpe, 227 USPQ 964, 966 (Fed. Cir. 1985) 
(citations omitted). Once the examiner provides a rationale tending to show that the claimed 
product appears to be the same or similar to that of the prior art, although produced by a different 
process, the burden shifts to applicant to come forward with evidence establishing an unobvious 
difference between the claimed product (within the administered composition) and the prior art 
product (within such an administered composition). In re Marosi, 218 USPQ 289, 292 (Fed. Cir. 
1983). SeeMPEP2113. 

From the teachings of the references, it is apparent that one of ordinary skill in the art 
would have had a reasonable expectation of success in producing the claimed invention. 
Therefore, the invention as a whole was prima facie obvious to one of ordinary skill in the art at 
the time the invention was made, as evidenced by the references, especially in the absence of 
evidence to the contrary. 



Conclusion 

No claim is allowed. 

The prior art made of record and not relied upon is considered pertinent to applicant's 
disclosure. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Christopher R. Tate whose telephone number is (571) 272-0970. 
The examiner can normally be reached on Mon-Thur, 6:30-4:00. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Terry McKelvey can be reached on (571) 272-0775. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 
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Primary Examiner 
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